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3. Submit one (1) eopy of the (inal printed labeling [or the record before you release this product
for shipment.

Should you wish 1o add/retain a reference to vour company’s website on vour label, then piease be
aware that the website becomes labeling under FIFRA and is subject to review by the EPA. 1f the
website 15 false or misleading, the product will be considered to be misbranded and sale or distribution
of the product is unlawful under FIFRA section 12(a)(1)E). 40 CFR § 156.10(a)(5) lists examples of
statements the EPA may consider false or misleading. In addition, regardless of whether a website is
referenced on your product’s label, claims made on the website may not substantially differ from those
claims approved through the registration process. Therefore, should the EPA find or if it is brought to
our attention that a website contains false or misleading statements or claims substantially differing from
the EPA-approved registration, the website will be referred to the EPA’s Office of Enforcement and
Compliance Assurance.

Your release for shipment of this praduct constitutes acceptance of these terms. [f these terms are not
complied with. this registration will be subject to cancellation in accordance with FIFRA section 6. A
stamped copy of the labeling is enclosed lor vour records. Pleasc alse note thal the record lor this
product currently contains the following acceptable Confidential Statement of Formula (CSTF):

¢ Basic CSF dated 04/21/2017
Any CSFs other than those listed above are superseded.

If you have any questions. please conlact Menyon Adams ol my team by phone at (703) 347-8496 or via
email at adams.menyon/@cpa.gov.

Sincerely,

sl

Andrew Bryceland. Team Leader
Biochemical Pesticides Branch
Biopesticides and Pollution
Prevention Divisian (751 P}
Oftice of Pesticide Programs

Enciosure



( ) — Denotes optional label language

{ }— Denotes a comment for the reviewer BABCCEPTED
Entomo! 15% Liquid 09/12/2017
(Insect repellent)(Liquid) N ,
(Repels Mosquitoes and Blackfies)  |\rtnatemsyrasee e
(Insect Repellent Pump-Spray) Eesfc;e r-:_qisrerea ider
PR 91889-3

ACTIVE INGREDIENT:

Refined Oil of Nepeta cataria.........ccoccoeeeeeiiciinanina, 15.0%
OTHER INGREDIENTS ........ccooovvviiiiiiieee 85.0%
TOTAL: 100.0%

KEEP OUT OF REACH OF CHILDREN

WARNING

(See (Back) (or) (Side) {(Label Panel(s)) (Product Leaflet) for Additional
Precautionary Statements)

FIRST AID
If in Eyes: ¢ Hold eye open and rinse slowly and gently with water for 15-20
minutes. Remove contact lenses, if present, after 5 minutes, then
continue rinsing eye.
+ Call a Poison Control Center or doctor for further treatment advice.
If e Call Poison Control Center or doctor immediately for treatment
swallowed: advice.

Have person sip a glass of water if able to swallow.

Do not induce vomiting unless told to do so by the poison control
center or doctor.

Do not give anything by mouth to an unconscious person.

HOTLINE NUMBER

Have the product container or label with you when calling a poison control center or
doctor, or going for treatment. For emergency information on this pesticide product
(including health concerns, medical emergencies, or pesticide incidents), call the poison
control center at 1-800-222-1222. For non-emergency information concerning this
product, call the National Pesticides Information Center (NPIC) at 1-800-858-7378
{(NPIC Web site: www.npic.orst.edu)

EPA Reg. No. 91889-NEW NET CONTENTS:
EPA Est. No. XXXXX-YY-ZZZ BATCH NO.:

Manufactured By:

Entomol Products, LLC

40 Gold Street

San Francisco, CA 94133

Label Version; 4/21/2017 Page 1 of 6



{ ) — Denotes optional label language
{ }— Denotes a comment for the reviewer

PRECAUTIONARY STATEMENTS

HAZARD TO HUMANS AND DOMESTIC ANIMALS. WARNING. Causes
substantial but temparary eye injury. Do not get in eyes or on clothing. Wash
thoroughiy with soap and water after handling and bhefore eating, drinking,
chewing gum, using tobacco or using the toilet. Remove and wash
contaminated clothing before reuse.

PHYSICAL AND CHEMICAL HAZARDS
FLAMMABLE: Keep away from Heat and Open Flame.
DIRECTIONS FOR USE

It is a violation of Federal law to use this product in a manner inconsistent
with its labeling.

Repellency — Repels mosquitoes and blackflies for up fo 7 hours.

Do not allow children to handle the product or apply it to themselves. If used
on the face, spray/dispense on hands first and then apply sparingly and avoid
eyes. Do not spray directiy onto face.

Dispense/Spray apply a small amount of liquid directly onto skin. Spread
uniformly to completely cover any exposed skin surface. Use sparingly on
face and avoid contact with eyes. Reapply after 4-6 hours {(or as needed).

When applying to children, dispense into an adult's hand and then spread
evenly and completely over the child’s exposed skin taking care not to contact
the child’s fingers and hands. Do not apply over cuts or damaged skin. When
applying to children, dispense into an adults hand and then spread evenly
and completely over the child's exposed skin taking care not to contact the
child's fingers and hands.

Do not apply over cuts or damaged skin. After returning indoors, wash treated
skin with soap and water or bathe. Also wash clothing before wearing it again.

STORAGE AND DISPOSAL
Do not contaminate water or food by storage or disposal.
PESTICIDE STORAGE: Store away from children.
PESTICIDE DISPOSAL: Do not contaminate water, food or feed by storage
or disposal. Never place unused product down any indoor or outdoor drain,
CONTAINER HANDLING: Nonrefillable container. Do nof reuse or refill this
container. If empty. Offer for recycling if available or discard in a sanitary
landfill. If partly filled: Call your local solid waste agency for disposal
instructions.

Label Version: 4/21/2017 Page 2 of 6



{ ) — Denotes optional label language
{ }— Denotes a comment for the reviewer

{NOTE TO REVIEWER: All claims in this section are optional}

*+  Mosquito repellent

» Blackfly repellent

*« Repels mosquitoes

+ Repels blackflies

» Effective protection from mosquitoes, blackflies

+ Effectively repels mosquitoes and blackflies

+ {Effective} protection (from a range of mosquitoes and blackflies)

*+ Repels mosquitoes that may carry (West Nile Virus) (and) (Eastern
Equine Encephalitis)

*  Works great on blackflies

+ Protection (from bites) from blackflies {for the whole family)

+ Protection for people on the go

« Protection that fits your lifestyle

« Protects from mosquitoes (and) {blackflies) {for up to 7 hours)

« Apply every 6 hours (or as needed)

+ Repels mosquitoes and blackflies (for up to 7 hours)

+ (Smart) Outdoor protection (from annoying) (mosquitoes) (and)
(blackflies) (for up to 7 hours)

*  Repels flies (too!}

«  Keeps {mosquitoes) (and) (blackflies) off (your family)

+ (uards the whole family {safely)
Protection that fits your (active) lifestyle

+ Protect(s) your family at dusk and dawn

« An effective insect repellent

« Protection during outdoor activities

+  {Spon) {Active) {Outdoor) formula

« Outdoor mosqguito and blackfly protection for play and on the go

+ For yardwork and camping

* Protects during work, play or recreation

+ {Contains (a) plant-based repellent

+ Plant based repellent that repels (mosquitoes) (and) (blackflies) {for)
{up to 7 hours)

» (Contains plant extracts

+ Contains the insect repellent found in {catmint) (catnip) (oil}

» (Plant based} (insect repellent without trade offs}

+ Always carry {product name)

» For playing and relaxing outdoors

» Not oily, greasy or sticky

+ No added fragrance

« Contains no dyes (or added fragrances)

*  No chemical odor

« No synthetic odor

+ No unpleasant odor

+ Leaves pieasant feeling on skin

Label Version: 4/21/2017 Page 3 of 6



( ) — Denotes optional label language
{ }— Denotes a comment for the reviewer

+  Won't stain

+ {Readily) (Easily) washed off

+  Won't harm plastics

» Specially formulated to {feel) (and) (smell) better on your skin

 (light) (gentie) (clean) {mild) (smooth) (non-greasy) (pleasant) (feels
great) (comfortable) formula

* No residue on skin

+ (it's) pleasant smelling

+ Feeis comfortable (to touch)

+ DEET free

+ Non DEET

* Non synthetic

+ Readily washed off

+  New!

+ Repels (mosquitoes) (and) (blackflies)

= Repels mosquitoes that may carry (West Nile) (St. Louis) (Eastemrn
equine) (Western equine) (LaCrosse) (Cache Valley) encephalitis (for
up to 7 hours)

+ Provides protection from mosquitoes

» Up to 7 hour mosquito and blackfly repellant

+ Up to 7 hour protection

* Up to 7 hours of (effective) mosquito (and} (blackfly) protection

+ Up to 7 hours of protection from mosquitoes. (Also} (protecis against)
{works on) (repels) (blackflies)

» Protects for up to 7 hours against (mosquitoes) (and blackflies)

- {Protects against) (Fights off) (Repels) (Works on) (mosquitoes) (and)
{blackflies)

» Protects against mosquitoes (and) (blackflies)

+ Long-lasting protection against {mosquitoes) (and blackflies)

+ Effective protection from mosquitoes

+ Effective protection from blackflies

+ Stay protected for up to 7 hours (from) (mosquitoes) {and) (blackflies)

+ Stay protected for up to 7 hours from mosquitoes that may carry
(West Nile Virus) (St. Louis) (Eastern equine) (Western equine)
(LaCrosse) {Cache Valley) encephalitis

+ Proven protection from mosquitoes

« Upto 7 hour insect repeliant

* Up to 7 hour protection

+ (Up to) 7 hours of (effective) mosquito protection

« (Up to) 7 hours of protection from mosquitoes. Also (protects against)
(works on) (repels) (blackflies)

+ Protects for (up to) 7 hours against (mosquitoes)(,} (and) (blackflies)

+ (Protects against) (Fights off) (Repels) (Works on) (mosqguitoes)(,)
{and) (blackflies)

+ Protects against mosquitoes and (blackflies)

+ Long-lasting protection against (mosquitoes)(,) (and) (blackflies)

Label Version: 4/21/2017 Page 4 of 6



{ ) — Denotes optional label language
{ }— Denotes a comment for the reviewer

« Effective protection from mosquitoes

» Effective protection from blackflies

« Stay protected for up to 7 hours (from) (mosquitoes)(,} (and)
{blackflies)

« Stay protected for up to 7 hours from mosquitoes that may carry
{West Nile) (St. Louis) (Eastern equine) {Western equine) (LaCrosse)
{Cache Valley) encephalitis

+ Proven protection from mosquitoes

+ Mosquito protection (for up to 7 hours)

+ Biting {(mosquito) (and) (blackfly) protection that you can feel confident
will last up to 7 hours.

+ Repels mosquitoes (for up to 7 hours)

+ Repels blackflies (for up to 7 hours)

+ Easy to (Use) (Apply)

» For (hiking) (fishing) (hunting) (camping) {backpacking)

+ Relax and enjoy the (outdoors){,) (the great outdoors)(,) (backyard)(,)
(outside)(,) (park}{,) (woods/forest) with up to 7 hours of protection
against {(mosquitoes) (and) (blackflies)

« Portable repellent protection

* Comfortable feel with no chemical (odor)(smell)

+ Comfortable feel with pleasant smell

* Long-lasting

+ Contains Refined Oil of Nepeta cataria

+ Essential oil based repellent, not a synthetic chemical.

+ Plant based essential oil insect repellent.

« Essential oil insect repellent with up to 7 hours of effective protection
(against) (mosquitoes) (and) (blackflies)

» Insect repellent with up to 7 hours of effective protection (against
mosquitoes} and (blackflies)

+ An essential oil repellent that protects against mosquitoes that may
carry West Nile Virus

+ Repels mosquitoes that may carry West Nile Virus and Encephalitis

» Effective mosquito repellent

+ Repels mosquitoes for up to 7 hours, which may carry West Nile Virus
and Encephalitis

» Plant based, essential oil that repeis mosquitoes for up to 7 hours

+ Aplant based insect repellent with up to 7 hours of effective protection

+  Good for people

+ Protects people

+ Produced from a renewable resource

(LIMITATION OF WARRANTY AND LIABILITY)

(NOTICE: Read this Limitation of Warranty and Liability Before Buying or
Using This Product. Entomol Products, LLC will not be responsible for losses
or damages resulting from the use of this product in any manner not
specifically directed by Enfomol Products, LLC.

Label Version: 4/21/2017 Page 5 of 6



{ ) — Denotes optional label language
{ } - Denotes a comment for the reviewer

User assumes all risks associated with such non-directed use. If the Terms
Are Not Acceptable, Return the Product at Once, Unopened, and the
Purchase Price Will Be Refunded.

It is impassible to eliminate all risks associated with the use of this product.
Such risks arise from weather conditions, presence of other materials, the
manner of use or application, or other unknown factors, all of which are
beyond the confrol of Entomol Products, LLC. These risks can cause:
ineffectiveness of the product. WHEN YOU BUY OR USE THIS PRODUCT,
YOU AGREE TO ACCEPT THESE RISKS.

Entomol Products, LLC warrants that this product conforms to the chemical
description on the label thereof and is reasonably fit for the purpose stated in
the Directions for Use, subject to the inherent risks described above, when
used in accordance with the Directions for Use under normal conditions.)

(TO THE EXTENT CONSISTENT WITH APPLICABLE LAW, ENTOMOL,
LLC MAKES NO OTHER EXPRESS OR IMPLIED WARRANTY OF
FITNESS OR OF MERCHANTABILITY OR ANY OTHER EXPRESS OR
IMPLIED WARRANTY. TO THE EXTENT CONSISTENT WITH
APPLICABLE LAW, IN NO EVENT SHALL ENTOMOL PRODUCTS, LLC
OR SELLER BE LIABLE FOR ANY INCIDENTAL, CONSEQUENTIAL OR
SPECIAL DAMAGES RESULTING FROM THE USE OR HANDLING OF
THIS PRODUCT. BUYER'S OR USER'S BARGAINED-FOR EXPECTATION
IS INSECT REPELLING. TO THE EXTENT CONSISTENT WITH
APPLICABLE LAW, THE EXCLUSIVE REMEDY OF THE USER OR
BUYER AND THE EXCLUSIVE LIABILITY OF ENTOMOL, LLC OR
SELLER, FOR ANY AND ALL CLAIMS, LOSSES, INJURIES OR
DAMAGES (INCLUDING CLAIMS BASED ON BREACH OF WARRANTY
OR CONTRACT, NEGLIGENCE, TORT OR STRICT LIABILITY), WHETHER
FROM FAILURE TO PERFORM OR INJURY TO OTHER, AND RESULTING
FROM THE USE OR HANDLING OF THIS PRODUCT, SHALL BE THE
RETURN OF THE PURCHASE PRICE OF THE PRODUCT, OR AT THE
ELECTION OF ENTOMOL PRODUCTS, LLC OR SELLER, THE
REPLACEMENT OF THE PRODUCT.

To the extent consistent with applicable law that allows such requirement,
Entomol Products, LLC or its Ag Retailer must have prompt notice of any
claim so that an immediate inspection of buyer's or user's can be made.
Buyer and all users shall promptly notify Entomol Products, LLC or its Ag
Retailer of any claims, whether based on contract, negligence, strict liability,
other tort or otherwise, or be barred from any remedy. This Limitation of
Warranty and Liabilty may not be amended by any oral or written
agreement.)

Label Version: 4/21/2017 Page 6 of 6
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Fast Track O PRIA Actions o350 O, B660% B670 O, B680 O, B71

BPPD Old Active Ingredient Checklist
New duct Registration/Existing Prodv~t Amendment

o

g \,\blE]P:‘\(chg No.: \,\RQIZ\ \J}r[‘)%);l‘isgtion Date: (d Ll ‘ i l 1,)

e

B720 0O, B730 O, B8R0 O & BY0¢ O

X Check list Item Yes | No
1. | Application Form (EPA Form 8570-1) - signed & complete including package type? IF NO, STOP!
Call applicant and have them correct application and resubmit.
2. | If amendment, was final printed labeling received for previous action? IF NO, STOP! E-mail
applicant and request final printed labeling.
3. | Confidential Statement of Formula (CSF) EPA Form 8570-4 Basic Formula x  Alternate Formula(s) O
a. | CSF Review completed? IF YES, SKIP to ITEM 4. \O
b. | CSF is signed and dated? IF NO, CALL APPLICANT. ~ A
c. | Completely filled out: CAS numbers, pH, flashpoint, flammability, if applicable? \,é/
d. | Are the totals accurate? \'/:
e. | Certified limits agree with 40 CFR 158.175? Note that if preliminary or 5 batch analysis differ from '
Section 158.175(b), limits based on batch analysis would need to be proposed under Section 158.175(¢c). %
f. | Viability (if live microbial, i.e., cfu/gram)? NAm‘ ’
g. | PC codes assigned on CSF for actives & inerts plus 40 CFR 180.910, 180.920, and 180.930 codes noted ‘
for products that have food or feed uses? X
h. | List | inerl ingredient(s) present in the formulation? If YES, be sure it is listed on the label. ;
i. | Alternate formula(s) do not require different labeling from basic CSF or other alternate CSFs per |
40 CFR 152.43(b)3). NA‘Fi,‘ >c
j. | Source for a.i. is a registered pesticide? (When a proposed alternate or new basic formula involves a nbw
regristered manufacturing-use product as the active ingredient source it must be deterinined whether the
manufacturing-use products used to formulate are similar enough to warrant use of existing product )L
specific data such as acute toxicity.)
k. | Does CSF list peanuts, tree nuts, milk, soybeans, eggs (including putrescent eggs), fish, crustacea, or
wheat commodities? If YES, RAL must evaluate label directions for compliance with 40 CFR 180.1071. %
4, | Data and Data Matrix present. {EPA Form 8570-35) X
a. | a) Using Selective Method? [IF NO, SKIP to ITEM 5 since data matrix required for selective ( -
method.] y-
b. | Complete Data Matrix supporting both the product registration and, if applicable, the proposed '
amendment. Minimum Data Matrix for registration includes: product specific acute toxicity, product
chemistry, and efficacy data for public health pests claimed on label.
c. | Adequate product specitic data submitted?
d. | Registered source used for active ingredient? IF YES, SKIP to ITEM 5. (If active ingredient is from a
registered source (manufacturing-use product), generic data should be satisfied by registered source.) If
NO or if use not supported by registered source, generic data is necessary.
e, | Data passed PR Notice 86-5 for formatting and MRID number assignment?
f. | Public copy of Data Matrix provided? (PRN 98-5)
5. | Certification with Respect to Citation of Data (EPA Form 8570-34): See 40 CFR 152.80-98 and PR Notice 98-5
[Note: 1f no data are required or submitted, form is not needed. This is often true for minor amendments.]
a. | Did applicant check a Method of Support? \A
b. | General Offer to Pay checked for Cite-all Method or Cite-all under Selective Method? )C
c. | Isthe form signed and dated? \’,L
d. | Check form and Data Matrix; are Exclusive Use data cited from other sources? ' %
e. | IF YES, is the required authorization letter included in application? ’
6. | Formulators Exemption (EPA Form 5870-27)
a. | Ifregistrant is using a registered source active ingredient in the formulation {(manufacturing-use

product). is form filled out completely and signed? NA O
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Adams, Menyon

From: Gonzales, Angela

Sent: Wednesday, August 16, 2017 9:52 AM

To: Adams, Menyon

Subject: RE: File symbol # 91888-G (Entomol 15% Liquid)

The basic formulation CSF is acceptable, the CAS number for the active ingredient has been added as requested.

Angela L. Gonzales, Biologist

U.S. Environmental Protection Agency

Biopesticides and Pollution Prevention Division {7511P)
1200 Pennsylvania Ave, NW

Washington, DC 20460

gonzales.angela@epa.gov

703-308-0460

From: Adams, Menyon

Sent: Wednesday, August 16, 2017 9:14 AM

To: Gonzales, Angela <Gonzales.Angela@epa.gov>
Subject: FW: File symbol # 91889-G (Entomol 15% Liquid)

Good Morming,

Here is the revised CSF for the subject action.

Best Regards,

Menyon Adams, Biologist

U.S. Environmental Protection Agency

Office of Pesticide Programs (7511P)

Biopesticides and Pollution Prevention Division (BPPD)
Biochemical Pesticides Branch (BPB)
adams.menyonigiepa. gov

703-347-8496 (oftice)

703-305-0188 (fax)

From; Christopher Kampmeyer [mailto:ckampmeyer@exponent.com]

Sent: Tuesday, August 15, 2017 5:22 PM

Ta: Adams, Menyon <Adams.Menyon@epa.gov>

Cc: James Messina <jmessina@exponent.com>; Matthew Feinberg <mfeinberg@exponent.com>
Subject: File symbol # 91889-G {Entomol 15% Ligquid)

Hi Menyon,

I am writing with regard to the revised CSF as mentioned below. Please find PDF copies of the basic and alternate CSFs,
revised to include the CAS number for the active ingredient, attached.

Thank you,
Chris
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Refined oil of Nepeta cataria DP Number: 440251
PC Code: 004801 EPA File Symbol No.: 91889-G

Type of Review: Product Chemistry, Human Health
S e

N

Q
"t prove”

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460

O
o
¥ ageNCt

-

MEMORANDUM
DATE: August 15, 2017 AND FOLLUTION PREVENTION

SUBJECT: Science Review in Support of the Registration of Entomol 15% Liquid, containing 15.0%
Refined Oil of Nepeta Cataria as its Active Ingredient.

Decision Number: 528935

DP Number: 440251

EPA File Symbol Number: 21889-G

Chemical Class: Biochemical

PC Code: 004801

CAS Number: 952722-18-8

Active [ngredient Tolcrance/Exemption: Nonfood-use

MRID Numbers: None

PRIA Code: Bo60
FROM: Angela L. Gonzales, Biologist fs/

Biochemical Pesticides Branch
Biopesticides & Pollution Prevention Division (751 1P)

THROUGH: Russell S. Jones, PhD, Senior Scientist /s/
Biochemical Pesticides Branch
Biopesticides & Pollution Prevention Division (7511P)

TO: Menyon Adams, Regulatory Action Leader
Biochemical Pesticides Branch
Biopesticides & Pollution Prevention Division (7511P)

ACTION REQUESTED
On behalf of Entomol Products, LLC, Exponent, Inc. requests registration of Entomol 15% Liquid, a dermally-
applied end-use product (EP) used to repel mosquitos and black flies. In support of the registration, the applicant

has submitted a proposed product label, a Confidential Statement of Formula (CSF) dated 04-21-2017 and a
data matrix dated 04-21-2017.

15



Refined oil of Nepeta cataria DP Number: 440251
PC Code: 004801 EPA File Symbol No.: 91889-G
Type of Review: Product Chemistry, Human Health

RECOMMENDATIONS AND CONCLUSIONS

1. The product chemistry submission is ACCEPTABLE, pending revision of the minor CSF deficiency
identified below.

a. The Chemical Abstract Service (CAS) number for the active ingredient must be included in box 10 on the
CSF.

b. The proposed product is identical to the registered product “Refined Oil of Nepeta Cataria 15% LIQUID”
(EPA Reg. No. 352-905). Because the formulations are identical, the applicant has requested to bridge all data

on the currently registered product to the proposed product. The request is acceptable.

2. Mammalian toxicology data requirements have been satisfied.

3. Nontarget organism toxicology data requirements are not applicable at this time.

a. Because the source of the active ingredient is registered by the Agency, the nontarget organtsm toxicology
data requirements have already been satisfied.

4. Product performance data requirements have been satisfied.

STUDY SUMMARIES

Biopesticide Use Pattern

The proposed EP is a dermally-applied insect repellent. The product is a spray that is applied every 4-6 hours
and is used to repel mosquitos and black flies.

Product Chemistry

The proposed product, “Entomol 15% Liquid™ is identical to the registered product “Refined Oil of Nepeta
Cataria 15% LIQUID” (EPA Reg. No. 352-905). Because the formulations are identical, the applicant has
requested to bridge all data on the curtently registered product to the proposed product. A data matrix dated (4-
21-2017 was submitted and the applicant is using the CITE-ALL method to satisfy the data requirements.

Note: in the original application, the applicant submitted an alternate formulation CSF which was determined to

be unacceptable during the tech screen because it was not substantially similar to the basic formulation. The
applicant has since withdrawn the alternate formulation CSF.

16



Refined oil of Nepera cataria DP Number: 440251
PC Code: 004801 EPA File Symbol No.: 91889-G

Type of Review: Product Chemistry, Human Health

Mammalian Toxicology

Because the two products are identical, all mammalian toxicology data can be bridged from the registered
product to the proposed product.

Product Performance

Because the two products are identical, all product performance data can be bridged from the registered product
to the proposed product.

cc: A. L. Gonzales, R. S. Jones, M. Adams, BPPD Science Review File, IHAD/ARS
A. L. Gonzales, Biologist, FT, PY-S: 08-15-17
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Adams, Menyon

From: James Messina <jmessina@exponent.com>

Sent: Wednesday, June 21, 2017 12:07 PM

To: Adams, Menyen

Ce: Matthew Feinberg

Subject: RE: File symbel # 91889-G- 10-day letter
Attachments: Entomel Product Chemistry Requirements EP.DOCX

Dear Menyon,

Thank you for the letter. We have reviewed the letter and have the following guestions:

1.

Based upbn the biochemical data requirements (40 CFR 158.2030), Entomol proposes to conduct the
EP product chemistry data listed in the attached table using the Alternate Formulation #1. Can you
please confirm the Agency’'s agreement?

2. The Agency naoted that it is possible that the acute toxicology of Alternate Formulation #1 might be
affected by the different inert ingredients. We propose to bridge the available acute toxicity data for the
basic formulation by conducting the Dermal LD50 and Eye Irritation studies on Alternate Formulation
#1. These represent the worst-case exposure for the dermally applied insect repellent and the worst-
case acute toxicity. If the results are similar to the Basic Formulation data, Entomol will use the new
data to bridge to cite the other existing acute toxicology data. If they differ substantially (i.e., resultin a
different EPA toxicity category), Entomol will then conduct the remaining acute toxicology studies. We
note the table below provides the data results for the Basic Formulation. As you can see, the
formulation resulted in low toxicity, except for eye irritation. We believe that testing the two worst-case
exposures noted above will provide sufficient information to EPA to compare the Alternate Formulation
#1 to the Basic Formulation. Can you please confirm the Agency's agreement?

Basic Formulation (15%) Acute Toxicofogy Data Results

Study Result {Basic Formulation} EPA Tox Cat MRID

Acute Oral LD50 >5000 mg/kg v 47181301
Acute Dermal LD50 =5000 mglkg IV 47181302
Acute Inhalation LC50 >37 mg/L v 47181306
Dermal Irritation Very slight erythema, v © | 47181304

cleared by 24 hours
Eve rritation [rritating I 47181303
Bermal Sensitization Non-sensitizer NA 471813056
3. The EPA letter did not mention efficacy. Can you please confirm if the Agency evaluated whether or not

additional efficacy data is required to support Alternate Fermulation #17 The formulation delivers the
same ai at the same amount as was evaluated by the acceptable efficacy data on-file with EPA. The
changes in Alternate Formulation #1 replaced the synihetic inert ingredients with more naturally derived
inert ingredients that have identical purposes in the formulation. These alternate inert ingredienis
should have no impact on the efficacy of this product because the same amount of active ingredient is
being applied. Please let us know if the Agency agrees.

Please provide feedback on the above as soon as possible as we need this information to determine how to
respond to the 10-day deficiency letter.

Please let me know if you have any questions.




Best Regards,

James Messina

Center Director and Principal Regulatory Consultant
Exponent, Inc.

Chemical Regulation and Food Safety

1150 Connecticut Ave., NW, Suite 1100
Washington, DC 20036

Q: 202.772.4932

M: 301.908.1181

jmessina@expenent.com

From: Adams, Menyon [mailto:Adams.Menyon@epa.gov]
Sent: Thursday, June 15, 2017 2:41 PM

To: James Messina

Cc: Matthew Feinberg

Subject: File symbol # 91889-G- 10-day letter

Hi Matthew,

Attach you’ll find the Agency’s 10 day letter as a result of the application technical screen. Feel free to give me
a call if there are additional questions.

Best Regards,

Menyon Adams, Biologist

U.S. Environmental Protection Agency

Office of Pesticide Programs (7511P)

Biopesticides and Pollution Prevention Division (BPPD)
Biochemical Pesticides Branch (BPB)
adams.menyvonidepa.goy

703-347-8496 (office)

703-305-0188 (fax)




End-Use Product Chemistry Data Requirements

EPA Study Title Test EPA Guideline Link Notes
Guideline Material
880.1100 Product identity and composition EP https: A www . regulations. govi#documentDelail:D=EPA- | Prepare study (write-up)*
[{Q-OPPT-2009-0158-0002
880.1200 Description of starting materials, EP https:/www regulations. gov/#ldocument Delail; D=LEPA- | Prepare study (write-up)*
production and formulation HOQ-OPPT-2009-0158-0003
process
880.1400 Discussion of formulation of LP hitps://www regulations.govi# IdocumentDetail;:D=EPA- | Prepare study {write-up)*
impurities HQ-OPPT-2009-0158-0004
830.1750 Certified limits EP 830.1750 - Certilied Limils {August 1996) Prepare CSF*
830.1800 Enforcement analytical method EP 830.18040 - Enforcement Analytical Method (August Obtain copy of method from DuPont and validate it
1996} with your end-use products*
830.6303 Physical state EP 830.6303 - Physical State { August 1996) Conduct study*
830.6315 Flammability EP 830.6315 - Flammability {August 1996) Conduct study*
836.6317 Storage stability EP 830.6317 - Storage Stability (June 2002) Conduct study: 1 year study to be submitted after
registration approved*
830.6319 Miscibility EP https://www.regulations. gov/# [documentDetail: D=EPA- | Submit waiver**
HOQ-OPPT-2009-0151-0020
830.6320 Corrosion characteristics EP 830.6320 - Corrosion Characteristics { August 1996) Conduct study: 1 year study to be submitted after
registration approved. Conduct as part of storage
stability*
$30.7000 pH EP hitps:/'www.regulations. govié ldocument Detail: D=EPA- | Conduct study*
HQ-OPPT-2009-0151-0023
830.7100 Viscosity EP https://www.regulations.govi#ldocumentDetail:D=EPA- | Conduct study*
HQ-OPPT-2009-0151-0025
830.7300 Density EP 830.7300 - Density/Relative Densitv/Bulk Density (June | Conduct study*
2002

*DuPont submitted actual study data. Conduct on Entomol’s end-use product(s).
**Do not conduct study. Submit waiver request rationale,
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460

JUN 15 2017

OFFICE OF CHEMICAL SAFETY
CERTIFIED MAIL AND POLLUTION PREVENTION

Matthew Feinberg

Entomol Products, LLC

c/o Exponent

[ 150 Connecticut Ave, NW
Suite 1100

Washington, DC 20036

RE: Deficiencies and Issues Noted During Preliminary 45-Day Technical Screen
Product names: Entomol [5% Liquid

Active Ingredient: Nepeta Cataria Qils

EPA File Symbols: 91889-G

Pesticide Petition: N/A

Decision Numbers: 528935

PRIA Category: B660

Dear Mr. Feinberg,

As you know, the Pesticide Registration Improvement Act (PRIA 3) requires that all applications
undergo a 45 or 90-day preliminary technical screen. While the screen is not intended to be a full
Agency review of the materials submitted, the goal of the initial review is to determine if sufficient
information has been presented so that the application can move into the more detailed science review.
This process allows the Agency to better utilize its resources on those applications that are ready for
review, It is important to note, however, that deficiencies may still be determined upon the completion
of the fult Agency review.

With respect to your new registration application (B660 —-New product; registered source of active
ingredient(s); identical or substantially similar in composition and use to a registered product), the
Agency has completed its preliminary technical screening of your application pursuant to Section
33(H@)(BY()IT) of the Federal Insecticide, Fungicide, and Rodenticide (FIFRA} Act, as amended by
PRIA 3. The Agency has determined that your application has not passed the preliminary technical
screen and therefore is subject to rejection if the application is not corrected. We have found deficiencies
which are outlined in the attached Confidential Appendix.
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In order for the review of your product to continue, you will need to correct the item(s) listed in the
confidential appendix within [0 business days of receipt of this letter. Corrections must be received by
EPA by the 10" business day. EPA recommends sending your complete set of corrections by email to
the contact listed below to ensure they are timely received. Partial responses are not acceptable. If
studies or confidential information are being submitted by mail, a complete courtesy copy received by
email by the deadline will be considered timely. If you cannot ¢brrect the application, or do not respond
within 10 business days, your application will be rejected. Alternatively, you could also choose to
withdraw your application at this time.

Should you elect not to withdraw, please understand that should your response to this 10-day letter not
provide the Agency with the information requested, your application will be rejected.

The Agency wants to work with you to help move your application into the next phase of the regulatory
process. We hope that the deficiencies can be addressed as outlined in the confidential appendix within
the given timeframe. If you have additional questions or would like to arrange a meeting or
teleconference, please contact Menyon Adams at (703) 347-8496 or via email at
adams.menyon(@epa.gov.

Sincerely,

/?f 4{,5{7@‘4{/(: {or

Linda A. Hollis, Chief
Biochemical Pesticides Branch
Biopesticides and Pollution
Prevention Division (7511P)
Office of Pesticide Programs

Enclosure
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Deficiencies Noted During the Technical Screen:

EPA File Symbol: 91889-G (Entomol 15% Liquid)

Deficiency Data/Information 3 Lo Reason for Inadequacies What Data/Information are
Submitted = ! ; Lt © Needed
Alternate Formulation CSF dated April The alternate formulation #1 CSF is not substantially similar to the basic You must either remove
Confidential Statement of | 21,2017 formulation. There is significant variation in the identities of the inert

Formula (CSF)

ingredients between the formulations. While the inert ingredients have the
same purpose in formulation, approximately 33% of the formulation differs
in identities of inert ingredients. [t is unknown if these differences affect
product chemistry and toxicity of the End-Use Product {EP).

alternate formulation #1 from
the proposed substantially
similar product registration
application,
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*Inert ingredient information may be entitled to confidential treatment*

Biochemical Pesticide Technical Screen

Date of Tech Screen Completion: 6/9/17

PASS or FAIL: FAIL

RAL and Reviewer Menyon Adams and Angela Gonzales
File Symbol/Registration/Petition No. 91889-G

PRIA Code B660 (substantially similar)
Submission No. 1002569

Decision No. 528935

S
. Confidential Statement of Formuia {CSF) -
Item: | Description: Yes No N/A
a. Concurrence with Inerts Branch assessment of inert ingredient approval on CSF? See bhelow
b. CSF accurately reflects label X
C. Active(s) + Inert(s) = 100% X
d. Chemical names and CAS #s provided for inerts X
e. Units in all applicable boxes X
f. Supplier information adequately listed X
g. Certified limits correct? X
h. If certified limits are cutside recommended range, explanation provided? X
i. If there are alternate formulations, are they actually alternate and not a new product? X

Comments and Deficiencies:

The basic formulation CSF of the proposed product is identical to the CSF of the cited product (EPA Reg. No. 352-905). The Inerts Branch has
indicated on the basic formulation C5F that the inerts are not approved; however, the reviewer could not identify the reason because the Inert
Status form was not in the package. According to the search conducted by the BPPD reviewer using the Inerts Finder, the inerts are cleared. The
inerts have also been cleared in the product that is already registered.

The alternate formulation is not substantially similar to the basic formulation and will require a separate registration. There is too much variation
in the identities of the inert ingredients between the fermulations. While the inert ingredients have the same purpose in formulation,
approximately 33% of the formulation differs in identities of inert ingredients. It is unknown if these differences affect product chemistry and
toxicity of the EP. Additionally, it appears that an inert ingredient in the alternate formulation has not been approved according to
the Inerts Branch. The reviewer did not have access to the Inert 5tatus form, which should discuss the inert ingredient deficiency.
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9 | Ifapplicable for conventional applications, reduced risk rationale

Required Data and/or data waivers. See Footnote C.

a) List study (or studies) not included with application

10
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* N/A — Not Applicable

Footnotes

A. During the 21 day initial content review, all CSFs will be reviewed to determine
whether all inerts listed, including fragrances, are approved for the proposed uses or have
an application pending with the Agency. If an unapproved inert with no application
pending with the Agency is identified, the applicant must either 1) resolve the inert issue
by, for example, removing the inert, substituting it with an approved inert, submitting
documentation that EPA approved the inert for the proposed pesticidal uses, correcting
mistakes on the CSF, etc. or 2) provide the data to support OPP approval of the inert or 3)
withdraw the application. Removing or substituting an inert ingredient will require a new
CSF and may require submission of data. All information. forms. data and
documentation resolving the inert issue must have been received by the Agency or the
application withdrawn within the 21 day period. otherwise. the Agency will reject the
application as described below.

To successfully complete this aspect of the 21 day initial content screen, applicants are
strongly encouraged to verify that all inert ingredients have been approved for the
application’s uses or have an application pending with the Agency even if a product is
currently registered by consulting the inert Web site and if the inert is not approved nor
has an application pending with the Agency, to obtain the necessary inert approval
prior to submitting an application to register a pesticide product containing that
inert ingredient. Somne inert ingredients are no longer approved for food uses or certain
types of uses. The name and/or CAS number on a CSF must match the name and CAS
number on this web site. Simple typographical errors in the name or CAS number have
resulted in processing delays.

If an inert is not listed on the inert ingredient web site and the applicant believes that the
inert has been approved, the applicant should contact the Inert Ingredient Assessment
Branch (ITAB) at inertsbranch@epa.gov and resolve the issue. Copies ofthe
correspondence with IIAB resolving the issue should accompany the application. All
new inerts except PIP inerts are reviewed by IIAB. The IIAB should also be contacted
for any questions on what supporting data needs to be submitted for and the Agency’s
inert review process. Questions on PIP inerts should be directed to the Chief of
Microbial Pesticides Branch.

When a brand, trade, or proprietary name of an inert ingredient is listed on a CSF,
additional information such as an alternate name of the inert, CAS number or other
information must also be included to enable the Agency to determine if it has been
approved. Each component of an inert mixture (including a fragrance) must be
identified. In some cases, the supplier of the mixture or fragrance may need to provide
this information to the Agency. Prior to the Agency’s receipt of an application,
applicants must arrange with a proprietary mixture or fragrance supplier to provide the
component information to the Agency or promptly upon EPA’s request. Ifthe inert
ingredients in a proprietary blend (including fragrances) cannot or are not identified or
provided within the 21-day content review period, the Agency will reject the application.

3
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During the 21 day content review, applicants should submit information to the individual
identified by the Agency when the applicant is informed of an unapproved inert.

Unapproved Inerts Identified on CSFs

All applications except conventional new products and PIPs

Once an unapproved inert is identified on a CSF, the Agency wili contact the
applicant with the following options:

1. Correct the application by, for instance, correcting the inert’s identity or CAS
number, providing documentation that the inert has been approved, or
removing the unapproved inert from the CSF or replacing it with one that is
approved for the application’s uses: or

2. Provide the required information necessary to identify an inert approval
application that is pending with the Agency; or

3. Submit the information and data needed for the Agency to approve the
unapproved inert. If'this option is selected and implemented, the Agency may
request an extension in the PRIA decision review timeframe to accommodate
the inert review/approval process;

4. Withdraw the application (the Agency retains 25% of the full fee for the fee
category estimated}; or

If none of these options is selected and implemented by the applicant within the
21 day content review period, the Agency will reject the application and retain
25% of the full fee of the category identified.

Conventional New Product Applications

When the Registration Division identifies an unapproved inert on a CSF with an
application for a new product that the applicant has not identified as requiring an
inert approval {(R300 or R301}), it will contact the applicant with the following
options:

1. Correct the application by, for instance, correcting the inert’s identity or CAS
number, providing documentation that the inert has been approved, or
removing the unapproved inert from the CSF or replacing it with one that is
approved for the application’s uses; or

2. Submit the information and data needed for the Agency to approve the
unapproved inert, including any required petition to establish or amend a
tolerance or exemption from a tolerance. (This option may change the PRIA
category for the application, which could require a longer decision review
time and a larger fee. If additional fees are due, they must be received by the
Agency within the 21 day content review period.)
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3. Withdraw the application (the Agency retains 25% of the full fee for the fee
category estimated); or

If none of the above options is selected and implemented during the 21-day
content-review period, the Agency will reject the application and retain 25% of
the appropriate fee for the new product-inert approval category.

PIP Applications

When the Biopesticide and Pollution Prevention Division identifies an
unapproved inert on a PIP CSF and a request to approve the inert does not
accompany the application, it will contact the applicant with the following
options:

1. Correct the application by, for instance, correcting the spelling or name of the
inert to that in 40 CFR 174, or providing documentation that the inert has been
approved; or

2. Submit the information and data needed for the Agency to approve the
unapproved inert. Ifan inert ingredient tolerance exemption petition is
required, the petition must be received by the Agency and the B903 fee paid
within the 21 day period. Ifthis option is selected and implemented, the
Agency will discuss harmonizing the timeframe for both actions.

3. Withdraw the application (the Agency retains 25% of the full fee for the fee
category estimated); or

If none of the above options is selected and implemented during the 21 day
content review period, the Agency will reject the application and retain 25% of
the fee.

B. A policy on documentation of offers to pay is still being developed, however, for a
me-too or fast track (similar/identical) new product, R300 or AS30, an application
without the necessary authorizations of offers to pay will be placed into either R301 or
AS31. The Agency recommends that authorizations of offers to pay be submitted with
other PRIA applications to avoid delays in the Agency’s decision.

C. Biopesticide applicants are advised to contact the Agency and discuss study waivers
prior to submitting their application to the Agency. Documentation of such discussions
should be submitted with the study waiver.
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UNITED STATES ENVIRONMENT AL PROTECTION AGENCY
WASHINGTON, D.C. 20460

April 27,2017
OFFICE OF CHEMICAL SAFETY
AND POLLUTION PREVENTION

OPP Decision Number: D-528935

EPA File Symbol or Registration Number: 91889-G
Product Name: ENTOMOL 15% LIQUID

EPA Receipt Date: 21-Apr-2017

EPA Company Number: 91889

Company Name: ENTOMOL, LLC.

MATTHEW FEINBERG

EXPONENT, INC.

AGENT FOR ENTOMOL, LLC.

1150 CONNECTICUT AVE,, NW - SUITE 1100
WASHINGTON, DC 20036-

SUBJECT: Receipt of Application and 75% Small Business Waiver Request
Dear Registrant:

The Office of Pesticide Programs has received your application, 75% small business
waiver request, and certification of payment. If you submitted data with this application, the
results of the PRN-2011-3 screen will be communicated separately. During the administrative
screen, the Office of Pesticide Programs has determined that this Action is subject to a Pesticide
Registration Service Fee as defined in the Pesticide Registration Improvement Act.

The Action has been identified as Action Code: B660

NEW PRODUCT;MICROBIAL/BIOCHEMICAL;REGISTERED SQURCE OF ACTIVE
INGREDIENT;ME-TOQ;

Your request for waiver has been forwarded for review. You will be notified in
writing when a determination is made regarding your request. If your waiver request is approved,
the decision review time period will start on the date of approval. If your waiver request is
denied, you will receive an invoice for the outstanding balance. If you have any questions,
please contact the Pesticide Registration Service Fee Ombudsman at (703)-305-5659.

Sincerely,
= _}&
Front End Processing Staff
Information Technology & Resources Management Division
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Pages 39-40 - *Claimed confidential by submitter*



*Product ingredient source information may be entitled to confidential treatment*

Form approved. OMB No. 2070-0060, 2070-0057, 2070-0107, 2070-0122, 2070-0164.

EPA

United States
Environmental Protection Agency
Washington, DC 204560
Formulator’s Exemption Statement
{40 CFR 152.85)

Applicant's Name and Address EPA File Symbol/Registration Number
Entomol Products, LLC ki

40 Gold Street Product Mame

San Francisco, CA 94133 Entomol 15% Liquid

Date of Confidential Statement of Formula (EPA Form 8570-4)
04/21/2017

As an authorized representative of the applicant for registration of the product identified above, | cerify that:
{1) This product cantains the following active ingredient(s):

Refined Oil of Nepefa cataria

{2) Ofthese, each active ingredient listed in paragraph (4) is present solely as the result of the use of that active ingredient in the manufacturing,
formulation or repackaging another product which contains that aclive ingredient which is registered under FIFRA Section 3, is purchased by
us from ancther person and meets the requirements of 40 CFR section 158.50{e)(2) or (3).

(3) indicate by checking {A) or (B) below which paragraph applies:

~1 (A) An accurate Confidential Statement of Formula {EPA FORM 8570-4) for the above identified product is attached to this statement.
That formula statement indicates, by company name, registration number, and product name, the source of the active ingredient(s) listed in
paragraph (1}.
OR

71 (B) The Confidential Statement of Formula (CSF)(EPA Form B570-4) referenced above and on file with the EPA is comnlete, current, an

accurate and contains the information required on the current CSF. ceas
asga
(4) The following aclive ingredients in this product qualify for the formulatar's exemption, aeis
. 1
|
Source P i
LR}
Active Ingredient Product Name Registrelipn Muinber s xvs0
L}
r T EAER
Refined Oil of Nepeta cataria
LI
" I
M |
[N RN N

LIRS
Signature Name and Title Date ver
] L] 1
) . LR |
) 5 ;’%’ Matthew Feinberg, Authorized 04/21/2017
EPA Form 8570-27 (Rev. 08-2004) Copy 1 — EPA

Copy 2 - Applicant copy
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Pages 69-88 — *Inert ingredient information may be entitled to confidential treatment*



Pages 89-100 - *Confidential Statements of Formula may be entitled to confidential treatment*
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